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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on August 
13, 2009 has been entered. 

Acknowledgement is made of Applicant's remarks and amendments filed October 
2, 2009. Acknowledgement is made of the amendment to independent Claims 1 1 and 
20 which now include the limitation 'wherein said curing is the only irradiation step in the 
process'. 

Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 



Status of Claims 

Claims 11-21 are currently pending 
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Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 11-13 and 15-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Madsen in US 2002/0037943 (published: March 28, 2002) in 
view of Hunter ef a/, in US 2004/0043052 (filed: May 27, 2003). 

Madsen teaches a method for sterilizing a medical device comprising a 
hydrophilic coating (Abstract). With respect to claims 11, 17, 19 and 20, Madsen 
discloses in Examples 2 and 3, a method for the preparation of a cross-linked 
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hydrophilic coating of a hydrophilic polymer on a substrate polymer surface of a medical 
device (catheter), said method comprising the steps of (i) providing a medical device 
comprising a substrate polymer having the substrate polymer surface, (ii) providing a 
polymer solution comprising 1 - 20% by weight of a hydrophilic polymer and 0 - 5% by 
weight of additive(s), (iii) applying said polymer solution to said substrate polymer 
surface, (iv) evaporating at least a part of the vehicle from said polymer solution present 
on said substrate polymer surface, and curing said hydrophilic polymer (Example 1). 
Amended Claims 1 1 and 20 now recite the limitation 'wherein said curing is the only 
irradiation step in the process'. With respect to this limitation, Madsen teaches a final 
step, a sterilization step, in which a catheter (a medical device) is permanently wetted 
(coated) by the wetting liquid and thus ready to use and which may be sterilized by 
irradiation or autoclavinq (emphasis added by Examiner) and which will retain the water 
retention and thus low coefficient of friction when the coatings are stored in water for an 
extended period of time" (paragraph [0039]). Since sterilization by autoclaving is not an 
irradiation step, Madsen clearly teaches the limitation of amended Claims 1 1 and 20, in 
which coated medical devices are prepared by the instantly claimed method steps. 

Madsen further discloses providing a plasticizer (paragraph [0070], however fails 
to expressly disclose the polymer solution comprises a vehicle with plasticizing effect on 
the hydrophilic polymer, said vehicle comprising at least one plasticizer having a 
solubility in water of at least 6 g/L, a boiling point above 21 0°C at 760 mmHg, and a 
Hansen 8 H parameter of less than 20. Hunter etal. teach compositions and methods for 
coating medical implants (Title) and further teaches polymer coatings comprising triethyl 
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citrate as a plasticizer in order to increase the flexibility of the coating (paragraphs 
[0095], [0109]). Since Applicant's example includes the same plasticizer, the Examiner 
interprets the triethyl citrate has the same properties as claimed. Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the type of plasticizer 
taught by Hunter in the method of Madsen with a plasticizer recognized in the art to 
increase flexibility in order to attain a coating with the desired properties (desired 
flexibility). Further, it has been held to be within the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of 
obvious design choice. In re Leshin, 125 USPQ 416. 

With respect to claim 12, the modified Madsen discloses the polymer solution is 
applied to said substrate polymer surface in one single application step (dipping) 
(Examples 2 and 3). 

With respect to claim 13, the modified Madsen discloses the vehicle comprises at 
least one solvent (ethanol) (Examples 2 and 3). 

With respect to claim 15, the modified Madsen discloses the substrate polymer is 
polyurethane (Example 2). 

With respect to claims 16 and 21, the modified Madsen discloses the hydrophilic 
polymer is polyvinyl pyrrolidone (Examples 2 and 3). 

With respect to claim 18 Madsen discloses a medical device comprising a 
hydrophilic coating of a cross-linked hydrophilic polymer, wherein the coating comprises 
a plasticizer (paragraph [0070]) but fails to expressly disclose the plasticizer has a 
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solubility in water of at least 6 g/L, a boiling point above 21 0°C at 760 mmHg, and a 
Hansen 8 H parameter of less than 20. 

Hunter et al. teach compositions and methods for coating medical implants (Title) 
and further teaches polymer coatings comprising triethyl citrate as a plasticizer in order 
to increase the flexibility of the coated device (paragraphs [0095], [0109]). Since 
Applicant's example includes the same plasticizer, the Examiner interprets the triethyl 
citrate has the same properties as claimed. Therefore, it would have been obvious to 
one of ordinary skill in the art to modify the type of plasticizer taught by Hunter in the 
method of Madsen with a plasticizer recognized in the art to increase flexibility in order 
to attain a coated device with the desired properties (desired flexibility). Further, it has 
been held to be within the general skill of a worker in the art to select a known material 
on the basis of its suitability for the intended use as a matter of obvious design choice. 
In re Leshin, 125 USPQ416. 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Madsen in US 2002/0037943 (published: March 28, 2002) and Hunter etal. in US 
2004/0043052 (filed: May 27, 2003), as applied to Claims 11-13 above, and further 
in view of Larsen et al. in US patent 5,484,565 (published January 16, 1996). 

Madsen in combination with Hunter teach the limitations of instant Claims 1 1 - 
13. With respect to claim 14, the modified Madsen discloses that the polymer solution 
has the ranges claimed hydrophilic polymer and additives but does not teach the recited 
% weight range of plasticizer. 
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Larsen teaches methods for making polymer articles such as catheters which are 
contacted with a solvent and a plasticizer (Abstract). Larsen teaches that when the 
plasticizer is combined with the swelling agent (solvent) the resulting solution preferably 
contains 50 - 90 % of the solvent and 1 -50% of the plasticizer (column 11, lines 14- 
27). The ranges taught by Larsen are essentially the same as those recited in the 
instant Claim. 

Thus, it would have been prima facie obvious to one of ordinary skill in the art, at 
the time the invention was made, to employ the recited ranges of plasticizer and solvent 
taught by Larsen in the method of Madsen and Hunter to prepare a coated catheter as 
such ranges have been taught Larsen to be suited to beneficially modify the flexibility or 
pliability of a catheter. 

Response to Arguments 

Applicant's arguments filed October 2, 2009 with respect to the rejection under 
35 U.S.C 1 03(a) of Claims 1 1 - 21 as being unpatentable over Madsen in US 
2002/0037943 in view of Hunter et al. in US 2004/0043052 have been fully considered 
but are moot in light of the Amendments to Claims 1 1 and 20 which require that the 
method include only a single irradiation step. 

It is noted that in the response that Applicant has underlined the word 'may' 
(page 8) to, perhaps, draw attention to the fact that Madsen does not require a 
plasticizer, as required in step (ii) of the instantly claimed method. If this is, in fact, the 
basis for emphasizing the word 'may', it is noted that Madsen teaches a plasticizer 
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(paragraph [0070], irrespective of whether said plasticizer is required or optional. 
Finally, Applicant contends that Madsen does not teach or suggest the use of a single 
irradiation step which yields medical devices that have the excellent properties of 
medical devices prepared according to the claimed invention. In response, the 
Examiner notes that the properties of the medical device are not claimed and that 
Applicant has not provided evidence that the medical devices provided by Madsen in 
combination with Hunter, as cited in the 103(a) rejection of record are in any way 
distinct from those prepared by the instantly claimed method. Further, as noted in the 
103(a) rejection above, Madsen teaches that medical devices prepared by the instantly 
claimed method provide catheters with the same 'excellent' properties of water retention 
and low coefficient of friction irrespective of whether the final sterilization step is carried 
out by irradiation or by autoclaving. 



Conclusion 

Claims 11-21 are rejected. No claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DENNIS HEYER whose telephone number is (571 )270- 
7677. The examiner can normally be reached on Monday-Thursday 8AM-5PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, BRANDON FETTEROLF can be reached at (571)272-2919. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

DH 

/Brandon J Fetterolf/ 

Primary Examiner, Art Unit 1642 



